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(ii) Additional cases being inves-
tigated or reports being issued by the
appropriate law enforcement agency
identifying program vulnerabilities or
weaknesses.

(4) If the individual or entity is eligi-
ble to apply for reinstatement in ac-
cordance with §1001.3001 and the sole
reason why the State or Federal health
care program denied reinstatement to
that program is the existing exclusion
imposed by the OIG as a result of the
original State or Federal health care
program action, the OIG will consider a
request for reinstatement.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12,
2017]

§1001.701 Excessive claims or fur-
nishing of wunnecessary or sub-
standard items and services.

(a) Circumstance for exclusion. The
OIG may exclude an individual or enti-
ty that has—

(1) Submitted, or caused to be sub-
mitted, bills or requests for payments
under Medicare or any of the State
health care programs containing
charges or costs for items or services
furnished that are substantially in ex-
cess of such individual’s or entity’s
usual charges or costs for such items or
services; or

(2) Furnished, or caused to be fur-
nished, to patients (whether or not cov-
ered by Medicare or any of the State
health care programs) any items or
services substantially in excess of the
patient’s needs, or of a quality that
fails to meet professionally recognized
standards of health care.

(b) The OIG’s determination under
paragraph (a)(2) of this section—that
the items or services furnished were ex-
cessive or of unacceptable quality—will
be made on the basis of information,
including sanction reports, from the
following sources:

(1) The QIO for the area served by the
individual or entity;

(2) State or local licensing or certifi-
cation authorities;

(3) Fiscal agents or contractors, or
private insurance companies;

(4) State or local professional soci-
eties; or

(6) Any other sources deemed appro-
priate by the OIG.

42 CFR Ch. V (10-1-19 Edition)

(c) Exceptions. An individual or enti-
ty will not be excluded for—

(1) Submitting, or causing to be sub-
mitted, bills or requests for payment
that contain charges or costs substan-
tially in excess of usual charges or
costs when such charges or costs are
due to unusual circumstances or med-
ical complications requiring additional
time, effort, expense or other good
cause; or

(2) Furnishing, or causing to be fur-
nished, items or services in excess of
the needs of patients, when the items
or services were ordered by a physician
or other authorized individual, and the
individual or entity furnishing the
items or services was not in a position
to determine medical necessity or to
refuse to comply with the order of the
physician or other authorized indi-
vidual.

(d) Length of exclusion. (1) An exclu-
sion imposed in accordance with this
section will be for a period of 3 years,
unless aggravating or mitigating fac-
tors set forth in paragraphs (d)(2) and
(d)(3) of this section form a basis for
lengthening or shortening the period.
In no case may the period be shorter
than 1 year for any exclusion taken in
accordance with paragraph (a)(2) of
this section.

(2) Any of the following factors may
be considered aggravating and a basis
for lengthening the period of exclu-
sion—

(i) The violations were serious in na-
ture, and occurred over a period of one
year or more;

(ii) The violations had a significant
adverse physical, mental or financial
impact on program beneficiaries or
other individuals;

(iii) Whether the individual or entity
has a documented history of criminal,
civil or administrative wrongdoing;

(iv) The violation resulted in finan-
cial loss to Medicare, Medicaid, or any
other Federal health care program of
$15,000 or more; or

(v) The individual or entity has been
the subject of any other adverse action
by any Federal, State or local govern-
ment agency or board, if the adverse
action is based on the same set of cir-
cumstances that serves as the basis for
the imposition of the exclusion.
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(3) Only the following factor may be
considered mitigating and a basis for
reducing the period of exclusion:
Whether there were few violations and
they occurred over a short period of
time.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12,
2017]

§1001.801 Failure of HMOs and CMPs
to furnish medically necessary
items and services.

(a) Circumstances for exclusion. The
OIG may exclude an entity—

(1) That is a—

(i) Health maintenance organization
(HMO), as defined in section 1903(m) of
the Act, providing items or services
under a State Medicaid Plan;

(ii) Primary care case management
system providing services, in accord-
ance with a waiver approved under sec-
tion 1915(b)(1) of the Act; or

(iii) HMO or competitive medical
plan providing items or services in ac-
cordance with a risk-sharing contract
under section 1876 of the Act;

(2) That has failed substantially to
provide medically necessary items and
services that are required under a plan,
waiver or contract described in para-
graph (a)(1) of this section to be pro-
vided to individuals covered by such
plan, waiver or contract; and

(3) Where such failure has adversely
affected or has a substantial likelihood
of adversely affecting covered individ-
uals.

(b) The OIG’s determination under
paragraph (a)(2) of this section—that
the medically necessary items and
services required under law or contract
were not provided—will be made on the
basis of information, including sanc-
tion reports, from the following
sources:

(1) The QIO or other quality assur-
ance organization under contract with
a State Medicaid plan for the area
served by the HMO or competitive med-
ical plan;

(2) State or local licensing or certifi-
cation authorities;

(3) Fiscal agents or contractors, or
private insurance companies;

(4) State or local professional soci-
eties;

(56) CMS’s HMO compliance office; or

§1001.901

(6) Any other sources deemed appro-
priate by the OIG.

(c) Length of exclusion. (1) An exclu-
sion imposed in accordance with this
section will be for a period of 3 years,
unless aggravating or mitigating fac-
tors set forth in paragraphs (c)(2) and
(c)(3) of this section form a basis for
lengthening or shortening the period.

(2) Any of the following factors may
be considered aggravating and a basis
for lengthening the period of exclu-
sion—

(i) The entity failed to provide a
large number or a variety of items or
services;

(ii) The failures occurred over a
lengthy period of time;

(iii) The entity’s failure to provide a
necessary item or service that had or
could have had a serious adverse effect;

(iv) Whether the individual or entity
has a documented history of criminal,
civil or administrative wrongdoing; or

(v) The individual or entity has been
the subject of any other adverse action
by any Federal, State or local govern-
ment agency or board, if the adverse
action is based on the same set of cir-
cumstances that serves as the basis for
the imposition of the exclusion.

(3) Only the following factors may be
considered as mitigating and a basis
for reducing the period of exclusion—

(i) There were few violations and
they occurred over a short period of
time; or

(ii) The entity took corrective action
upon learning of impermissible activi-
ties by an employee or contractor.

[67 FR 3330, Jan. 29, 1992, as amended at 63
FR 46688, Sept. 2, 1998; 82 FR 4114, Jan. 12,
2017]

§1001.901 False or improper claims.

(a) Circumstance for exclusion. The
OIG may exclude any individual or en-
tity that it determines has committed
an act described in section 1128A of the
Act. The imposition of a civil money
penalty or assessment is not a pre-
requisite for an exclusion under this
section.

(b) Length of exclusion. In deter-
mining the length of an exclusion im-
posed in accordance with this section,
the OIG will consider the following fac-
tors—
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